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earned patent term adjustment. See 37 CFR 1 .704(b). 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 
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DETAILED ACTION 

Receipt and entry of the amendment dated 1 1/15/2007 is acknowledged. After entry of 
the amendment, claims 1-5, 7, 9-14 and 21-26 are pending and under examination. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office Action. 

Claim Rejections - 35 USC § 112 

Claims 21 and 22 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for methods wherein a fusion peptide (b) (e.g. as recited in 
claim 1) comprises a test protein, and vectors encoding such fusion peptides, does not reasonably 
provide enablement for such methods or vectors wherein the test protein is merely bound to the 
fusion peptide (b), or bound to the vector encoding fusion peptide (b). The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make or use the invention commensurate in scope with these claims. This 
rejection is applied to new claims 21 and 22 for reasons made of record in the Office Action 
dated 5/15/2007 regarding claims 1-4 and 8 (now amended or canceled). 

Claim 21 recites a recombinant vector (B) with a test protein bound thereto. To review, 
neither the specification nor the prior art teaches how to make and use the claimed recombinant 
vector (B) bound to any given arbitrary test protein. An analysis of the Wands Factors in the 
previous Office Action determined it would require undue experimentation to achieve this. 

Response to Arguments 
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Applicant's arguments filed 1 1/15/2007 have been fully considered but they are not 
persuasive. Applicants essentially assert that the claims have been amended to indicate that the 
test protein is fused to peptide (b). However, this is not true for new claim 21, as set forth above. 



Double Patenting 

Applicant is advised that should claims 1 1-14 be found allowable, new claims 23-26 will 
be objected to under 37 CFR 1.75 as being a substantial duplicate thereof. When two claims in 
an application are duplicates or else are so close in content that they both cover the same thing, 
despite a slight difference in wording, it is proper after allowing one claim to object to the other 
as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). The only 
difference between the claims is that new claims 23-26 recite that the claimed cells comprise a 
vector expressing the fusion peptide(s) whereas claims 11-14 recite the cells comprising the 
fusion peptide. A review of the specification and the prior art reveals that the only known 
method for making and using the claimed cells, i.e. the only known method of getting the fusion 
peptide into a eukaryotic cell, is to transfect the cell with a vector encoding the fusion peptide(s). 
Thus, the enabled embodiments of claims 1 1-14 comprise the vectors recited in claims 23-26. 

Claims 1-5, 7, 9-14 and 21-26 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1, 2, and 4-8 of U.S. Patent No. 
7,166,447 in view of Ozawa et al (Anal. Chem., 2001, Vol. 73: pp. 2516-2521), Hamilton et al 
(U.S. Patent 6,780,599, effective filing date 5/12/2000), Simpson et al (EMBO reports, 2000), 
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and Martoglio et al (TICB, 1998). This rejection is maintained for reasons made of record in 
the Office Action dated 5/15/2007, and for reasons set forth below. 

The limitations of the vectors and cells recited in new claims 21-26 are all addressed in 
the rejections over the '447 patent set forth in previous Office Action on pages 1 1-15, as the new 
claims are amalgamations of claims 7-20. 

Claim Rejections - 35 USC § 103 

Claims 1-5, 7, 9-14 and 21-26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Umezawa et al (WO 02/08766, 1/3 1/2002) as applied to claims 6, 8, 17, and 19 above, and 
further in view of Ozawa et al (Anal. Chem., 2001, Vol. 73: pp. 2516-2521), Hamilton et al 
(U.S. Patent 6,780,599, effective filing date 5/12/2000), Simpson et al (EMBO reports, 2000), 
and Martoglio et al (TICB, 1998). This rejection is maintained for reasons made of record in 
the Office Action dated 5/15/2007, and for reasons set forth below. 

The limitations of the vectors and cells recited in new claims 21-26 are all addressed in 
the rejection over the above references set forth in previous Office Action on pages 17-21, as the 
new claims are amalgamations of claims 7-20. 

Response to Arguments 

Applicant's arguments filed 1 1/15/2007 have been fully considered but they are not 
persuasive. Applicants arguments address the above Double Patenting and 35 USC 103 
rejections together, hence they are addressed together hereafter. Applicants essentially assert 
that: 1) the methods of Umezawa and Ozawa et al utilize protein splicing upon direct interaction 
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of target proteins A and B, whereas the targeting signal peptide and test protein of the instant 
invention do not directly interact; 2) the interaction between fusion peptides (a) and (b) is 
indirect because the organelle lies between them. 

Regarding 1), in response to applicant's arguments against the references individually, 
one cannot show nonobviousness by attacking references individually where the rejections are 
based on combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 
1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 

Regarding 2), in response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies (i.e., 
indirect interaction between the fusion proteins) are not recited in the rejected claim(s). 
Although the claims are interpreted in light of the specification, limitations from the specification 
are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 
1993). 

Further regarding 1) and 2), it is abundantly clear from the teachings of the prior art (e.g. 
Umezawa and Ozawa et al) and the instant specification that in order for a fluorescent signal to 
be generated, the two fusion proteins must interact in a direct manner, i.e. the two half-inteins 
must interact. See Figs. 1 and 2 of the instant specification, and Figure 3 of Ozawa et al(b) 
(2001, Cur. Opin. Chem. Biol, of record). It is thus unclear, and applicants do not explain, why 
the skilled artisan would expect the fusion proteins to interact via the targeting signal domain(s). 
It is further unclear how the two fusion proteins, separated by an organelle membrane, could 
interact and generate a fluorescent signal, as suggested on page 14 of applicants response. 
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Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL D. BURKHART whose telephone number is 
(571)272-2915. The examiner can normally be reached on M-F 8AM-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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